PUBLIC LAW 103-4178 OCT. 25, 1994 108 STAT. 
4327 


SEC. 3. DEFINITIONS. 


(a) DEFINITION OF CERTAIN FOODS) AS_ DIRTA 
SUPPLEMENTS 
ecohon 201 (21 U.S.C. 321) is amended bv addina 
the end 


ae 
( whe term Idietarv Bunvlementl i 
"(1) means a vroduct (other than tobacco) 


intended to 
eee the diet that hear§ or contains one 
more of 
the followina dietarv ingredients: 
a vitamin: 


B) a mineral: ; 
C) ‘b or other botanical; 


es ino aci 
(F) a dietary substance for use by man to 
sunvlement. 


the diet by increasing the total dietary intake; 


"(F) a concentrate. metabolite. constituent. extract. or 
om a Ee any ingredient described in clause (A), (B), 
"(2)amean a product thaf 

(A\(i) is intended for ifigestion in a form 
described 
in section 411(c)1)(B)fi): or 

(ii) comonlies with section 411(c)1(BY(ii): 

"(B) is not renresented for use as a 
conventional ; food 
or as a Sole item of a meal or the diet: and 

"(C) is labeled as a dietary supplement; and 
1(3),A9 es— 


(A) include an article that is annroved as 


a new drua 
under section 505. certified as an antibiotic 
under section 
507. or licensed as a hiologic under section 
351 of the 
Public Health Service Act (42 U.S.C. 262) and 
was. prior 
to such annroval. certification. or license. 
marketed as a 
dietarv sunvlement or as a food unless the 
Secretarv has 
issued a reaulation. after notice and comment. 
findina that. 
the article. when used as or in a dietarv 
sunvvlement under 
the conditions of use and dosaaes set. forth in 
the labelina 
for. such dietarv sunnlement. is unlawful 
und ection 
402(6; and 

"(i) an article that i§ approved as a new 

rua 

under section 505. certified as an antibiotic 

under sec- 

tion 507. or licensed as a biologic under 

section 


ore Public Health Service Act (42 U.S.C. 


or 
"(ii) an article ainorized for 
i stiaation 
drua. antibiotic, or biological for which 
substantial 


clinical investiaations have been 


instituted and 


which the existence of such investigations 
has been 


made nublic. 


which was-~ not before’ such _  anvroval. 
certification. licensina. 
or authorization marketed as a_ dietarv 


suvvlement. or 


as 
food unless the Secretarv. in the serene 


discretion. 


issued a reaulation. after notice and comment. 
findin that 


the arficle would_he lawful under this Act. 


Eee for purposes of section 201(g), a dietary supplement 
sna 


be deemed to be a food within the meanina of this A 
(b) EXCISION Se FFINITION OF FOOD ADDITIVE 
201(S) (21 U.S.C. 82 (as amended— 


ection 


(1) by striking for" at the end of subpafagfaph (4); 


